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4.0 510(k) Summary

This summary of 510(k) safety and effectiveness information is being submitted in

accordance with the requirements of SMDA 1990 and 21 CFR 807.92.

The assigned 5 10(k) number is: 1 i4L L/

4.1 Submitter name, address, contact

Ortho-Clinical Diagnostics, Inc.
100 Indigo Creek Drive
Rochester, New York 14626-5 1 01
Phone: (585) 453-4253
Fax: (585) 453-3368

Contact Person: Darlene J. Phillips

4.2 Date of Preparation:

September 13, 2004

4.3 Device Proprietary Names:
Trade Names VITROS Chemistry Products C3 Reagent

VITROS Chemistry Products C4 Reagent
VITROS Chemistry Products Calibrator Kit 20
VITROS Chemistry Products Protein Performance Verifiers 1, 11 and III

Common Name Complement C3 and C4 assays

4.4 Classification Names

Classification Name: Complement components immunological test systems (866.5240):
Class: II (Performance standards)

Classification Name: Calibrator (862.1150): Class li The Clinical Chemistry and
Toxicology Panel of the FDA has placed calibrators in Class II.

Classification Name: Quality Control material (assayed and unassayed) (862.1660):
Class I: The Clinical Chemistry and Toxicology Panel of the FDA has placed Quality
Control material (assayed and unassayed) for clinical chemistry in Class I. Since this device
is an assayed control, it meets the reserved criteria under Section 5 10(l) of the Food, Drug,
and Cosmetic Act.

Continued on next page
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4.5 Predicate device

4.5.1 The VITROS Chemistry Products C3 Reagent and VITROS Chemistry Products

Calibrator Kit 20 are substantially equivalent to the IMMAGE® Immunochemistry

System Complement C3 Reagent assayed on the Beckman IMMAGE®

Immunochemistry System.

4.5.2 The VITROS Chemistry Products C4 Reagent and VITROS Chemistry Products

Calibrator Kit 20 are substantially equivalent to the Dade Behring N Antisera to

Human Complement C4 assayed on the Dade Behring BN® ProSpec Nephelometer.

4.5.3 The VITROS Chemistry Products Protein Performance Verifiers 1, 1 and Ill are

substantially equivalent to the VITROS Chemistry Products Performance Verifiers I

and 1I.

4.6 Device description

The VITROS 5,1 FS Chemistry System is a fully automated clinical chemistry analyzer

intended for use in the in vitro determination of various analytes in human specimens (serum,

plasma, urine, and cerebrospinal fluid). The VITROS 5,1 FS System is designed for use with

VITROS Chemistry Products MicroTip and Thin Film assays.

The system is comprised of four main elements:

I. The VITROS 5,1 FS Chemistry System - instrumentation, which provides automated

use of the chemistry reagents. The VITROS 5,1 FS Chemistry System was cleared for

market by a separate 510(k) premarket notification (K031924).

2. The VITROS Chemistry Products MicroTip range of liquid reagent products (in this

case VITROS Chemistry Products C3 Reagent, VITROS Chemistry Products C4

Reagent, VITROS Chemistry Products Calibrator Kit 20 and VITROS Chemistry

Products Protein Performance Verifiers 1, 11 and Ill), which are combined on the

VITROS 5,1 FS Chemistry System to perform the VITROS C3 and C4 assays.

3. The VITROS Chemistry Products Thin Film range of dry products, which are dry,

multilayered, analytical elements, coated on polyester supports. The thin film products

each have their own 510(k) clearance numbers and were cleared for market for use on

the VITROS 5,1 FS Chemistry System through submission of information required by

the ODE Guidance Document: "Data For Commercialization Of Original Equipment

Manufacturer, Secondary and Generic Reagents For Automated Analyzers". The

required information was provided in the VITROS 5,1 FS Chemistry System premarket

notification (K03 1924).

Continued on next page
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4. Common reagents used by multiple assays on the VITROS System (in this case, VITROS

Chemistry Products FS Diluent Pack 2).

The VITROS System and reagents are designed specifically for use with the VITROS

Chemistry Products range of products.

4.7 Device intended use

4.7.1 VITROS Chemistry Products C3 Reagent

For in vitro diagnostic use only. VITROS Chemistry Products C3 Reagent is used to

quantitatively measure complement C3 (C3) concentration in human serum and

plasma. Measurements of these proteins aids in the diagnosis of immunologic

disorders, especially those associated with deficiencies of complement components.

4.7.2 VITROS Chemistry Products C4 Reagent

For in vitro diagnostic use only. VITROS Chemistry Products C4 Reagent is used to

quantitatively measure complement C4 (C4) concentration in human serum and

plasma. Measurements of these proteins aids in the diagnosis of immunologic

disorders, especially those associated with deficiencies of complement components.

4.7.3 VITROS Chemistry Products Calibrator Kit 20

For in vitro diagnostic use. VITROS Chemistry Products Calibrator Kit 20 is used

to calibrate VITROS 5,1 FS Chemistry Systems for the quantitative measurement of

transferrin, C3, C4, IgA, lgG and IgM.

4.7.4 VITROS Chemistry Products Protein Performance Verifiers 1, 11 and Ill

For in vitro diagnostic use only. VITROS Chemistry Products Protein Performance

Verifiers are assayed controls used to monitor the performance of TRFRN, C3, C4,

IgA, IgG and 1gM Reagents oil VITROS 5,1 FS Chemistry Systems.

4.8 Comparison to predicate device

4.8.1 The VITROS Chemistry Products C3 Reagent and VITROS Chemistry Products

Calibrator Kit 20 are substantially equivalent to the IMMAGE® Immunochemistry

System Complement C3 Reagent assayed on the Beckman IMMAGE®

Immunochemistry System (predicate device #1) which was cleared by the FDA

(K964842) for LVD use.

Continued on next page
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VITROS C3 assay - 0.95x X + 11 mg/dL,

with a correlation coefficient of 0.98,

where X is the IMMAGE® Immunochemistry System Complement C3 Reagent

assayed on the Beckman IMMAGE® Immunochemistry System.

In addition to the above mentioned correlation study, studies were performed to

determine the precision, analytical sensitivity, specificity and expected values of the

VITROS C3 assay, (refer to VITROS C3 Reagent Instructions For Use for

summaries of the results of these studies).

4.8.2 The VITROS Chemistry Products C4 Reagent and VITROS Chemistry Products

Calibrator Kit 20 are substantially equivalent to the Dade Behring N Antisera to

Human Complement C4 assayed on the Dade Behring BN " ProSpec Nephelometer

(predicate device #2) which was cleared by the FDA (K860894) for IVD use.

The relationship between the VITROS C4 assay and the predicate device,

determined by the least squares linear regression is:

VITROS C4 assay - 0.93x X + 3.0 mg/dl.,

with a correlation coefficient of 0.976,

where X is the Dade Behring N Antisera to Human Complement C4 assayed on

the Dade Behring BN® ProSpec Nephelometer.

In addition to the above mentioned correlation study, studies were performed to

determine the precision, analytical sensitivity, specificity, and expected values of the

VITROS C4 assay, (refer to VITROS C4 Reagent Instructions For Use for

summaries of the results of these studies).

Continued on next page
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Table 1 Table I lists the characteristics of the VITROS C3 assay (new device #1) and the Beckman
C3 assay (predicate device #1).

Device VITROS C3 assay Beckman C3 assay
Characteristic (New Device #1) (Predicate Device #1)

Intended Use For in vitro diagnostic use only.
VITROS Chemistry Products C3 C3 Reagent, when used in
Reagent is used to quantitatively conjunction with IMMAGE

measure complement C3 (C3) Immunochemistry Systems and
concentration in human serum. Calibrator 1, is intended for the

Measurements of these proteins aids in quantitative determination of
the diagnosis of immunologic disorders, Complement C3 (C3) in human

especially those associated with serum by rate nephelometry.
deficiencies of complement components.

Method Immunoturbidimetry Rate nephelometry
Reportable Range 40 -380 mg/dL 35- 350 mg/dL
Instrumentation IMMAGE Immunochemistry

VITROS 5,1 FS Chemistry Systems Systems

Sample type Serum and plasma Serum
Reactive Ingredient Goat anti-sera to human C3 C3 Antibody (processed goat sera)

Table 2 Table 2 lists the characteristics of the VITROS C4 assay (new device #2) and the Dade
Behring C4 assay (redicate device #2).

Device VITROS C4 assay Dade Bebring C4 assay
Characteristic (New Device #2) (Predicate Device #2)

Intended Use For in vitro diagnostic use only.
VITROS Chemistry Products C4
Reagent is used to quantitatively

measure complement C4 (C4) In vitro diagnostic reagents for the
concentration in human serum. quantitative determination of

Measurements of these proteins aids complement factor (C4) in human
in the diagnosis of immunologic serum using the BN Systems.

disorders, especially those associated
with deficiencies of complement

components.
Method Immunoturbidimetry Rate nephelometry
Reportable Range 8.0 60.0 mg/dL 6 - 190 mg/dL
Instrumentation VITROS 5,1 FS Chemistry Systems Dade Behring Nephlometer
Sample type Serum and plasma Serum
Reactive Ingredient Goat anti-sera to human C4 Antiserum to human C4

Continued on next page
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4.8.3 The VITROS Chemistry Products Protein Performance Verifiers 1, 11 and 111 are

substantially equivalent to the VITROS Chemistry Products Performance Verifiers

(predicate device) which were cleared by the FDA (K041720) for IVD use.

Table 3 Table 3 lists the similarities and differences of the device characteristics between the
VITROS Protein Performance Verifiers with the predicate device, VITROS Performance
Verifiers I and 11.

Device
Characteristic New device Predicate device

Intended Use For in vitro diagnostic use only.
VITROS Chemistry Products Protein For in vitro diagnostic use only.

Performance Verifiers are assayed VITROS Performance Verifiers
controls used to monitor the are assayed controls used to

performance of TRFRN, C3, C4, monitor performance on VITROS
IgA, IgG and IgM Reagents on Chemistry Systems.

VITROS 5,1 FS Chemistry Systems.
Fluid Matrix A base matrix of human serum to A base matrix of freeze-dried

which inorganic salts, buffers and human serum to which enzymes,
preservatives have been added. electrolytes, stabilizers,

preservatives and other organic
analytes have been added.

Analyte Levels Low, Medium and High Low and High
Multiple analytes including ALB,
ALT, AMYL, Bc, Bu, BUN, Ca,

Analytes Monitored TRFRN, C3, C4, IgA, IgG and 1gM Cl-, DGXN, ECO2, Fe, GLU,
K4, LDH, Li, Mg, Na+, PI 10S,

TBIL, TP, URIC

4.9 Conclusions

The data presented in the premarket notification provide a reasonable assurance that the

VITROS C3 and C4 assays and the VITROS Chemistry Products Protein Performance

Verifiers are safe and effective for the stated intended uses and are substantially equivalent

to the cleared predicate devices. Equivalence to the predicates was demonstrated using

commercially available reagents along with patient samples.
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